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CLAIMS 

1. A stable fixed dos& oral pharmaceutical formulation comprising at least 
one anti-infective agent as a fi\st active ingredient and at least one microorganism 
susceptible to said anti-infective\agent as a second active ingredient, at least one of 
the first and second active ingredients being coated to provide a protective barrier^.. 



around the active ingredient, the a&tive ingredients being contained in a single 
pharmaceutical formulation selecteafrom the group consisting of a tablet and a 
capsule, wherein said tablet or capsule contains both said anti-infective agent and 
said microorganism, the protective banner protecting the susceptible micro-organism 
p 10 from the effect of the anti-infective agenlf to maintain the susceptible micro-organism 
in a viable form for a period of at least thftee months. 



2. The formulation of claim 1 wherein said anti-infective agent is selected 



UJ /" rom the 9 rou P consisting \f Ampicillin, Amoxycillin, Cloxacillin, Clavulanic acid, 
2 Sultamicin, Cefuroxime axeti\Cefadroxyl, Cephalexin, Cefixime, Erythromycin, 

15 Ciprofloxacin, and combination^ thereof. 

3. The formulation ordaim 1 wherein said microorganism is selected from 
the group consisting of Lactobacillus acidophilus, Lactobacillus spores, Lactobacillus 
lactis, Streptococcus thermophiluV Streptococcus lactis, Saccromyces cerevisea, 
Lactobacilli GG, and combinations \hereof. 
20 k \ / 4. The formulation of claim 1 wherein the ratio of anti-infective agent to 
'microorganism is in thetemge of 2:1 to 25:1. 

5. The formulatiomof claim 4 wherein the ratio of anti-infective agent to 
microorganism is about 5:1.^ 
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6. The formulation of claim 1 wherein at least one of the anti-infective agent 
and the microorganism is coated with a physiologically acceptable excipient to 
provide granules oMie anti-infective agent or the microorganism. 

7. The formulation of claim 6 wherein both the anti-infective agent and the 
microorganisim are coated with an excipient to provide granules of the anti-infective 
agent and granules of thamicroorganism. 

8. The formulation of claim 7 wherein the anti-infective agent granules and 
the microorganism granules are formed into a layered tablet such that one layer 
contains the anti-infective agent and the other layer contains the microorganism. 

9. The formulation of claim 6 wherein the excipient is ethyl cellulose. 

10. The formulation of claim 6 wherein the excipient is a mixture of 
microcrystalline cellulose and starcm 

1 1 . The formulation of claim 6 wherein the excipient is a mixture of 
magnesium stearate, polyplasdone XL and sodium chloride. 

12. The formulation of claim 1 wherein one of the active ingredients is formed 
into a coated tablet, and wherein said coated tablet is contained in a capsule 
containing the other active ingredient. \ 

13. The formulation of claim 12 wherein said tablet contains said 
microorganism admixed with physiologically acceptable excipients. 

14. The formulation of claim 1 wherein thAcoating comprises a compound 
selected from the group consisting of cellulose acetate phthalate; 
poly(butylmethacrylate, (2-dimethyl aminoethyl) metWacrylate, methyl 
methaacrylate); poly(ethyl acrylate, methyl methacrylare); poly(methacrylic acid, 
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methyl methacrylate); poly(methacrylic acid, ethyl acrylate); poly(ethyl acrylate, 
methyl methacrylate, tnmethylammonioethyl methacrylate chloride); hydrogenated 
Castor oil; Cetyl alcohol^iethyl phthalate; ethyl cellulose; hydroxypropyl cellulose; 
hydroxypropyl methylcelluloss phthalate; and zein. 

15. A stable fixed dose oral pharmaceutical tablet comprising at least one 
anti-infective agent as a firsAactive ingredient and at least one microorganism 
susceptible to said anti-infective agent as a second active ingredient, each of the 
first and second active ingredients forming a discrete part of the tablet such that thei ~) 
first and second active ingredientsVafe physically separated in the tablet and the 
10 tablet includes a first region^sjjbs^mia1ly)free of the second active ingredient and a 
'subsfantialMree of 1 




second region^subsfanti^allyN 



: theVirst ingredient, the tablet maintaining the 



susceptible micro-organism in a viable farm for a period of at least three months??) 



16. The tablet of claim 1 5 wherein \s[ie first region and the second region are 
cJm« layers of the tablet, at least one of the layer^comprising a coating to provide a 
15 protective barrier around the active ingredienu the protective barrier protecting the 

susceptible micro-organism from the effect of tr^e anti-infective agent. 
\})P^7 17. The tablet of clsftqi 15, the tablet being coated with an excipient. 

1 8. The tablet of claim ^5 wherein at least one of the first active ingredient 
and the second active ingredient is Boated with an excipient to provide granules of at 

20 least one of the active ingredients, the granules of at least one of the active 
ingredients being compressed separately t<rform a tablet part. 

19. A method of forming a liquid preparation comprising at least one anti- 



infective agent as a first active ingredient and at least one microorganism 
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susceptible to said anti-infective agent as a second active ingredient, the method 
comprising coating at least one of the active ingredients with a coating which is 
sufficiently stable in the liquid formulation to maintain the susceptible micro-organism 
in a viable form for a period of ai least three days. 

20. The method of claimiia including a step of preparing a dry formulation of 
the said two active ingredients wharein on of them is coated to form a barrier, and 
wherein the dry formulation is kept fh such a way that the protective barrier protects 
the susceptible micro-organism frormthe effect of the anti-infective agent to maintain 
the susceptible micro-organism in a vrable form for a period of at least three months 
in the dry formulation. \ 

21. A process as claimed in claim 19 wherein one of the active ingredients is 
coated and suspended into a solution containing another active ingredient. 
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